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DETAILED ACTION 

Claims 1-14, 16, 17 and 20-23 are pending in the 
application. 

Information Disclosure Statement 

The Examiner has considered the Information 
Disclosure Statement filed on May 8, 2008. 

Rejections made in the previous Office Action that 
do not appear below have been overcome by either 
Applicant' s amendments to the claims or Applicant' s 
submission of a certified English translation of their 
priority document. Therefore, arguments pertaining to 
these rejections will not be addressed. 
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Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph 
of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

Claims 20 and 21 are rejected under 35 U.S.C. 112, 
first paragraph, because the specification, while being 
enabling inhibiting caseine kinase 2 activity in a 
patient in the need of such treatment whereby human 
leukemia is treated, does not reasonably provide 
enablement for inhibiting caseine kinase 2 activity in 
a patient in the need of such treatment broadly. The 
specification does not enable any person skilled in the 
art to which it pertains, or with which it is most 
nearly connected, to use the invention commensurate in 
scope with these claims. 

In In re Wands , 8 USPQ2d 1400 (1988), factors to be 
considered in determining whether a disclosure meets 
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the enablement requirement of 35 U.S.C. § 112, first 
paragraph, have been described. They are: 



1. 


the 


nature of the invention, 


2. 


the 


state of the prior art, 


3. 


the 


predictability or lack thereof in the art 


4. 


the 


amount of direction or guidance present, 


5. 


the 


presence or absence of working examples, 


6. 


the 


breadth of the claims, 


7. 


the 


quantity of experimentation needed, and 


8. 


the 


level of the skill in the art. 



The nature of the invention 

Applicant is claiming a method of inhibiting 
caseine kinase 2 activity in a patient in the need of 
such treatment by administering a compound of formula 
(I) • 

The state of the prior art and the predictability 
or lack thereof in the art 
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The state of the prior art is that cancer therapy, 
for example, remains highly unpredictable. The various 
types of cancers have different causative agents, 
involve different cellular mechanisms, and 
consequently, differ in treatment protocol. It is 
known (see Golub et al., Science, Vol. 286, October 15, 
1999, pages 531-537) that the challenge of cancer 
treatment has been to target specific therapies to 
pathogenetically distinct tumor types, to maximize 
efficacy and minimize toxicity. Cancer classification 
has been based primarily on morphological appearance of 
the tumor and that tumors with similar 

histopathological appearance can follow significantly 
different clinical courses and show different responses 
to therapy (Golub et al., Science, Vol. 286, October 
15, 1999, pages 531-537). There is no absolute 
predictability even in view of the seemingly high level 
of skill in the art. The existence of these obstacles 
establishes that the contemporary knowledge in the art 
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would prevent one of ordinary skill in the art from 
accepting any therapeutic regimen on its face. 

The amount of direction or guidance present and the 
presence or absence of working examples 

That a single class of compounds can be used to 
treat all diseases embraced by the claims is an 
incredible finding for which Applicant has not provided 
supporting evidence. Applicant has not provided any 
competent evidence or disclosed tests that are highly 
predictive for the pharmaceutical use for treating all 
conditions by administering the instant claimed 
compounds . 

The quantity of experimentation needed 
The nature of the pharmaceutical arts is that it 
involves screening in vitro and in vivo to determine 
which compounds exhibit the desired pharmacological 
activities for each of the diseases and disorders 
instantly claimed. The quantity of experimentation 
needed would be undue when faced with the lack of 
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direction and guidance present in the instant 
specification in regards to testing all diseases and 
disorders generically embraced in the claim language, 
and when faced with the unpredictability of the 
pharmaceutical art. Thus, factors such as "sufficient 
working examples", "the level of skill in the art" and 
predictability, etc. have been demonstrated to be 
sufficiently lacking in the instant case for the 
instant method claims. 

The level of the skill In the art 

Even though the level of skill in the 
pharmaceutical art is very high, based on the 
unpredictable nature of the invention and state of the 
prior art and lack of guidance and direction, one 
skilled in the art could not use the claimed invention 
without undue experimentation. 
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Any inquiry concerning this communication or 
earlier communications from the examiner should be 
directed to Laura L. Stockton whose telephone number is 

(571) 272-0710. The examiner can normally be reached 
on Monday-Friday from 6:15 am to 2:45 pm. If the 
examiner is out of the Office, the examiner's 
supervisor, Joseph McKane, can be reached on 

(571) 272-0699. 

Information regarding the status of an application 
may be obtained from the Patent Application Information 
Retrieval (PAIR) system. Status information for 
published applications may be obtained from either 
Private PAIR or Public PAIR. Status information for 
unpublished applications is available through Private 
PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have 
questions on access to the Private PAIR system, contact 
the Electronic Business Center (EBC) at 866-217-9197 
(toll-free) . If you would like assistance from a USPTO 
Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA 
OR CANADA) or 571-272-1000. 

The Official fax phone number for the organization 
where this application or proceeding is assigned is 
(571) 273-8300. 



/Laura L. Stockton/ 
Laura L. Stockton, Ph.D. 
Patent Examiner 
Art Unit 1626, Group 1620 
Technology Center 1600 



August 8, 2008 



